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4. Diseases which may be stimulated by light at the wavelengths used, such as history of Systemic Lupus 

Erythematosus, Porphyria, and Epilepsy. 

5. Patients with history of diseases stimulated by heat, such as recurrent Herpes Simplex in the treatment 

area. 

6. Poorly controlled endocrine disorders, such as Diabetes or Polycystic Ovary Syndrome. 

7. Any active condition in the treatment area, such as sores, Psoriasis, eczema, and rash. 

8. History of skin disorders, keloids, abnormal wound healing, as well as very dry and fragile skin. 

9. Use of medications, herbs, food supplements, and vitamins known to induce photosensitivity to light 

exposure at the wavelengths used, such as Isotretinoin (Accutane) within the last six months, tetracyclines, 

or St. John's Wort within the last two weeks. 

10. Any surgical procedure in the treatment area within the last three months or before complete healing. 

11. Excessively tanned skin from sun, tanning beds or tanning creams within the last two weeks. 

12. As per the practitioner's discretion, refrain from treating any condition which might make it unsafe for the 

patient. 

13. Tattoos, permanent makeup, scars or piercings in the treated area. 

14. Exposure to investigational product within 3 months (or designated half-life) prior to enrollment. 

15. Interventions, skin laser/light or another device for Acne treatment within the past 6 months. 

16. Acne treatment with oral or topical medications within the last four weeks or their use during the course 

of the study. 

4.3 Subject Withdrawal and Replacement 

The subjects will be advised in the written Informed Consent form that they have the right to withdraw from 
the study at any time without prejudice, and may be withdrawn at the Investigator’s/Venus Concept’s 
discretion at any time.  In the event that a subject drops out of the study or is withdrawn from the study, the 
Exit/Termination CRF form should be completed.  On the withdrawal page the Investigator should record the 
date of the withdrawal, the person who initiated withdrawal and the reason for withdrawal. 
 
Reasonable effort (phone calls with three left messages on confidential voicemail if applicable) should be 
made to contact any subject lost to follow-up during the course of the study in order to complete assessments 
and retrieve any outstanding data and study medication/supplies. The records of subjects who terminate prior 
to completing the study will be retained and the reason for termination will be documented. 
 
The following are possible reasons for subject dropout/withdrawal: 

• Adverse event that would prevent subject compliance with the protocol; 

• Subject withdrawal of consent; 

• Subject lost to follow-up (e.g., subject cannot be located or contacted and does not return for follow-

up visits); 

• Subject death; 

• Investigator/Venus Concept requested subject to be withdrawn. 
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However, every effort should be made to see that a subject is followed for the remainder of the study even if 
subject is unable or unwilling to comply with the protocol. 
 

5 Study Procedures 

5.1 Screening Visit 

5.1.1 Subject Enrollment 

• During the first visit, the study investigator, and/or his designee, will screen the subject for eligibility to 
participate in the clinical study using the Inclusion/Exclusion criteria.  During screening the study 
doctor will review the subject's medical history, and examine the subject's targeted area (facial acne 
vulgaris) to ensure that it meets the study criteria. 

• If the subject has met the preliminary study criteria, an informed consent will be obtained from the 
subject, clearly indicating his/her understanding of the requirements and risks involved with study 
participation and other applicable treatment options.  

• During the first visit, the investigator will ask women of child-bearing age for the date of their last 
period.  If applicable, the investigator shall inquire about the form of contraceptive they use to confirm 
they meet the inclusion criteria. A urine pregnancy test will be performed. 

• Male subjects should be informed that treatment in hair-bearing areas may result in some damage to 
the follicles and subsequent loss of hair, and as a consequence, hair growing zones should not be 
treated if a reduction of hair growth or ingrown hair is not desired. 

• The investigator will perform an acne lesion count.  

• Subjects will be asked to directly complete the CRF Acne Related Quality of Life Questionnaire 
worksheet which will be considered to be a source document.    

 
5.1.2 Subject Identification 
 
At enrollment, each subject will receive a unique identifying number that will be composed of the site number 
and a consecutive number with his/her initials.  This unique identifier will be used throughout the entire study 
and will be entered in the subject's CRF for each treatment and photographs. Photographs will be stored on a 
secure computer that is password protected and they will be labeled and numbered by date with the patient 
ID only. 
 
5.1.3 Test Spots 
 
In order to assess tolerability prior to enrollment into the study, up to 3 test spots (behind the ear or on the 
shoulder) will be performed on the hinterland to observe the skin response (Are there are any side effects?) 
and to determine the optimal parameters / setting combinations prior to the first treatment and later on in 
the treatment scheme if any alternations in treatment parameters are needed.  It is important to consider all 
possible treatment parameters.  It is always recommended to start with a low energy level and observe the 
skin's reaction before gradually increasing the energy.  The Investigator will start the test spot at a low output 
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setting and adjust it upwards based upon the skin response and the subject’s feedback.  Subjects may feel 
slight warmth of the skin, or minimal discomfort during treatment, but should not experience significant pain.  
Assessment of the test spot will be performed following at least 2 hours and up to 48 hours for skin types I-III 
and 48-96 hours for skin types IV-VI.  The first treatment may be conducted on the same day as screening or 
up to 30 days after screening, depending on the response.  It is important not to start treatment prior to full 
evaluation of the reaction to the test spot and having optimal parameters identified. 
 
Scheduling treatment visits 
 
Subjects recruited to the study that did not experience significant pain or skin sensitivity in response to the 
test spots can receive treatments.  First treatment visit be conducted on the same day as screening or up to 30 
days after screening.   

 
5.2 Treatment visits 

 
Each subject will be enrolled, randomly assigned to AC DUAL treatment (IPL alone) or Diamondpolar treatment 
(RF + PEMF) followed by AC Dual treatment (IPL) and scheduled for 4 treatments at 1 week intervals (+ 5 days) 
and return for follow-up visit at 6 weeks after the last treatment (± 7 days) for evaluation of the treated areas.  
The duration of the entire treatment visit is approximately 40 minutes.  During each visit various tasks will be 
performed.  
 
The following procedures and assessments are required at the treatment visits: 
 

5.2.1 Pre-Treatment Procedures 

5.2.1.1 Subject Skin care and medication 

• Subjects will be asked to refrain from using skin products or medications containing ingredients listed 
in the exclusion criteria, and may have to undergo washout periods for any such substances or 
medications prior to receiving treatment as part of this study.  The Investigator should review the 
subject’s skin care regimen and suggest appropriate alternatives for the course of the study, as 
needed.  

• Subjects will be required to avoid sun exposure including use of tanning booths, tanning spray or 
cream during the course of the laser treatment and to use broad spectrum sunscreen of no less than 
30 SPF on a daily basis, replenishing it as often as needed throughout the course of the study.  
 

5.2.1.2 Photography 

Standardized Photography 
All subjects will be asked to remove all jewelry and piercings and wash the area to be photographed with 
provided cleanser to remove all makeup and skincare products. Subject will then wait 10 minutes for any 
washing related erythema to subside prior to initiation of photography session. All stray hairs will then be 
pulled away from the face using a black or white headband and subjects’ collars will be masked by covering 
the neck and shoulders with a black photography drape. If seated photos, the stool height will be adjusted 
to ensure the subject’s head, neck and spine are aligned and the subject is sitting up straight. Subject will 
then be positioned so they are centered in the frame using chin and forehead rests as applicable for seated 
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three-point photo capture and if standing, feet are aligned with standardized photo foot marking on the 
floor standing straight with back flat against the draped back drop (blue, green or white) wall. All 
photography is to take place within the same room with standardized lighting, no natural light, for the 
duration of the study. 
 
Standardized photographs will be taken at 0°, 45° and 315° angles using the Visia® CR system (Canfield 
Imaging Systems, Fairfield). For each angle, a set of four different photographs will be taken including non-
polarized, cross-polarized and parallel-polarized white light as well as UV light images. Photos will also be 
obtained using a mounted DSLR camera to obtain three photos (frontal 90°, right 45° and left 45°).  These 
photographs will be used as an assessment tool for looking at disease state (independent evaluation).  They 
may also be used for publication and/or presentation of the study findings and generalized characterization 
of the disease state.  Moreover, they may use the photographs for marketing or other commercial 
purposes. 
 
The photos should be taken in a private room or area. The investigative site will ensure that digital 
photography equipment with standardized illumination and background is available for use during this 
study. Digital photos will be stored on dedicated media.  A copy of all study photographs will be transferred 
to Venus Concept at the end the study or as part of interim analysis.  Only the subject code will appear on 
the records being transferred to the sponsor to ensure anonymity of the subjects. 
 

• Study visits that include photography: All treatment and follow-up visits.  

• Standard conditions: The photos should be taken in standardized conditions, including distance, angle, 

background, and illumination in order to achieve high-quality before & after sets. Do not use direct 

illumination. 

• Preparing the subject: The skin of the treatment area must be cleansed and free from makeup prior to 

photography.  

• Subject posture: The subject will be placed in the same position each time. As each photograph is 

taken, it should be viewed to ensure that it is in focus and is similar to its baseline counterpart in all 

technical aspects, including lighting, distance and angle.   

• Photography angles:  global frontal photo. 

• Order of photos: the first photograph in each session should be of an identification card that will 

include subject code and visit details. 

• File names: The digital files should follow a consistent standard naming scheme, for example:  

        01-001TS_Tx1_face.  

 

5.2.1.3 Preparing the subject for the skin response post-treatment 

 

• The investigator will perform an acne lesion count prior to each treatment.  

• Investigators should explain the following to the subjects:  Post-treatment erythema, edema and some 
discomfort of the treated areas are possible and expected in some cases. In addition, some purpura 
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9. Remove the remnants of the ultrasound gel and dry treated area thoroughly.  

5.2.3 Post-treatment Instructions 

5.2.3.1 Subject discomfort evaluation 

The subject will record their assessment of pain on a 100 mm VAS CRF page immediately after each 
treatment which will be considered to be a source document.  
 

Subjects will be asked to directly complete the CRF Acne Related Quality of Life Questionnaire 
worksheet which will be considered to be a source document after Tx 2, Tx 4 and Tx 4. 
 

5.2.3.2 Skin safety – immediate response after procedure 

• Local (dermal) tolerability examination (only on the face) will be performed immediately following 
treatment at the time-points given in the Study Visit Table and will include assessments of pain during 
treatment, hemorrhage, burn, erythema, edema or other reactions.  All tolerability assessments must 
be completed by the same person throughout the study whenever possible.  Local tolerability on the 
face will be rated as none, mild, moderate, or severe.  

• Cold air or cold, wet but not frozen gauze pads may be placed on the treated area for post treatment 
cooling.  

• Shortly after treatment, a topical emollient should be applied over the areas, without dressings of any 
sort.  

• Subjects should remain in the research setting at least 30 minutes after treatment in order to ensure 
their well-being. 
 

5.2.3.3 Home instructions 

• On the night following treatment, subjects should generally avoid hot water, cleanse their skin gently 
with tepid water, and hydrate the skin with a suitable moisturizer. Aloe Vera gel, Biafin cream, or any 
other anti-burn cream may be applied as well.  Threolone ointment or its equivalents may be applied if 
any damage occurred to the skin or as a preventative measure.  It is important to avoid mechanical 
damage to the treated area and it should not be rubbed, scratched or picked. 

• If necessary, over-the-counter analgesics may be taken for pain management.  It should be noted, 
however, that subjects should be instructed to use only acetaminophen-based ones, such as Extra 
Strength Tylenol®.  Non-steroidal anti-inflammatory drugs (NSAIDS), such as Advil®, may affect 
microvasculature and hence may make the post-treatment erythema disappear artificially, thus 
hindering our ability to follow its natural resolution, which is part of the study’s objectives.  

• Subjects should avoid unprotected exposure to sunlight for the duration of the study and should use of 
sunscreen (no less than 30 SPF), or as specified by the Investigator. Subjects will be provided 
sunscreen for the duration of the study. It is recommended that subjects be provided with Neutrogena 
Clear Face Liquid Lotion Sunscreen Broad Spectrum sunscreen or an equivalent sunscreen that does 
not cause breakouts on acne-prone skin. 

5.3 Follow-up visits 

The procedures required at the follow-up visits are the following: 
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Details regarding the EC/IRB's constitution, including the names of its members, their qualifications and what 
function they perform on the board (e.g., chairman, specialist, lay-member) will be made available to enable 
Venus Concept and the Investigator to conform to regulations governing research on experimental devices. 
 

9.3 Case Report Forms/Data Collection 
 
The Investigator is responsible for completely and accurately recording study data in the appropriate sections 
of the CRFs provided by Venus Concept. The CRFs must be signed by the Investigator or by his/her authorized 
person as designated in the Signature Authorization Log. 
 
Data recorded on the CRF and photographs will serve as a source documents for the study data.  
 
The monitor will ensure the quality of data recording at each investigational site by comparison to supporting 
source documents during periodic site visits. Adherence to proper recording of information, as well as assuring 
that corrections are being made, will also be addressed during these periodic visits. 
 

9.4 Required Documentation 
 
Prior to starting the clinical study, the following documents must be submitted or returned to Venus Concept 
by the Investigator: 
 

• Signed Clinical Trial Acknowledgement for the protocol  

• Curriculum vitae of the Principal Investigator 

• Signed Financial Disclosure Statement for each investigator 

• Written approval from the Ethical Committee of both the protocol and informed consent form 
 

9.5 Device Use/Accountability 
 
The evaluation site personnel will maintain records of the model and serial number of the devices (if 
appropriate) used for each treatment during the conduct of the study. If the clinic does not own the device to 
be used in this study, then it will be provided by Venus Concept for the duration of the study.  The device and 
any additional equipment dedicated to the clinical study that was provided by the Sponsor will be returned to 
the Sponsor at the end of the study. 
 

9.6 Training Requirements 
 
Both the Investigator and the Sponsor, prior to any independent use of the device, will agree upon the 
Investigators’ training requirements. Prior to the study, the Sponsor will ensure that each investigator has 
received in depth training on the use of the device. 
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9.7 Modification of Protocol 
 
The protocol may be amended with the agreement of the Sponsor and upon notification of and approval by 
the IRB or other relevant ethic committee. 
 
Investigators should review the contents of this protocol.  Subsequent alterations should only be made in 
written conjunction with the Sponsor.  
 
Medically significant amendments to the protocol (e.g., changes that increase the risk or the inconveniences 
for the subject, inclusion of new categories of subjects, etc.) must be approved by the local IRB or other 
relevant ethic committee prior to implementation. 
 

9.8 Data Retention/Archiving Data 
 
The Investigator must keep the following documents in a secure place for at least 5 years after the last 
clearance of a marketing application or at least 2 years have elapsed since the formal discontinuation of 
clinical development of the investigational product. 
 

• A signed copy of the final protocol and amendments. 

• Copies of the subjects’ evaluation forms, data clarification forms and any associated subject - related 

raw data or where applicable, authorized copies of raw data. 

• Clinical photographs stored on CD-ROM or similar electronic media. 

• The subjects’ signed Informed Consent forms. 

 

9.9 Site Monitoring 
 
The study monitors are designated as agents of Venus Concept and are assigned to oversee the conduct and 
progress of the study and to be the principal communication link between Venus Concept and investigator. 
The study monitors will be involved in monitoring of sites and records, to ensure continued compliance with 
the protocol and adequacy of the investigator and the facility to carry out the study.   
 
The study will be monitored by representatives of Venus Concept Medical, Ltd. by telephone, in writing and 
during on-site visits. At a minimum, site visits will be scheduled prior to the initiation of the study, on the 
occasion of the initial use of investigational devices, and at the end of the study. The purpose of site visits will 
be to ensure compliance with the investigational plan, to ensure appropriate use of investigational devices, 
and to inspect and retrieve study data. 
 

9.10 Termination of Study 
 
Venus Concept reserves the right to discontinue the study at any time for safety reasons. Written notice of 
study termination will be submitted to the investigator in advance of such termination.  
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Per protocol, termination of the study can occur upon achievement of total required enrollment, performance 
of all study related procedures (treatment and follow-up visits) and completion of Termination CRF form. 
 

9.11 Reporting Requirements 
 
The investigator must promptly report to Venus Concept any withdrawal of IRB or other relevant ethic 
committee approval at the site. Additional reporting requirements include: 
 

• Notify Venus Concept’s designee and the IRB or other relevant ethics committee a report of any serious 
adverse device effect, whether anticipated or unanticipated, that occurs during the study as soon as 
possible, but in no event later than 10 working days after the investigator first learns of the effect. This 
report is to include a description of the effect, subsequent treatments, clinical outcomes, and outcome 
diagnoses.  If the site personnel are not sure whether an event meets these criteria they should call the 
clinical monitor. 

• Notify Venus Concept or Venus Concept’s designee and the IRB or other relevant ethics committee 
immediately (within 24 hours) if an emergency situation arises in which the subsequent treatment, in the 
best interests of the subject, requires a deviation from the protocol. This should be followed with written 
confirmation that describes the emergency action and outcomes, to Venus Concept and the IRB or other 
relevant ethic committee within 5 working days. 

• Report to the IRB or other relevant ethics committee and Venus Concept, within 5 working days, the use 
of the study device without signed informed consent from the subject. 

• Report adverse events in accordance with 21 CFR 812. 

• Submit regular progress reports to the approval committee and Venus Concept or Venus Concept’ 
designee, as requested by the investigators or IRB or other relevant ethics committee. 

• Submitting a final report on the study to the IRB or other relevant ethics committee and Venus Concept or 
Venus Concept’s designee within 3 months after termination or completion of the study. 
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11 Abbreviations and Terms 

AE Adverse Event 

CRF Case Report Form 

EC  Ethical Committee 

GASS Global Acne Severity Scale 

GAIS Global Aesthetic Improvement Scale 

IRB Institutional Review Board 

SAE Serious Adverse Event 

UM User Manual 

VAS Visual Analogue Scale 
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Appendix I 
Clinical Trial Acknowledgement – Statement of Compliance 

 

Clinical Evaluation of Venus Versa Diamondpolar Applicator Treatment Followed by AC Dual Applicator 
Treatment Using Two Intense Pulsed Light Wavelength Bands for Facial Acne Vulgaris          Protocol CS2715 

 

I have read and understand the foregoing protocol and agree to conduct the clinical trial as outlined herein 
and in accordance with United States (US) Code of Federal Regulations (CFR) applicable to clinical studies (45 
CFR Part 46, 21 CFR Part 50, 21 CFR Part 56, 21 CFR Part 312, and/or 21 CFR Part 812), the Medical Device 
Directive, and Good Clinical Practices (ICH-E6), as well as with local and universal regulations pertaining to 
clinical trials. 
 

All key personnel (all individuals responsible for the design and conduct of this trial) have completed Human 
Subjects Protection Training.  
 

I agree to ensure that all staff members involved in the conduct of this study are informed about their 
obligations in meeting the above commitments. 
 

   

Investigator’s Signature  Date 

Name   

Clinic   

Street Address   

City, State & Zip Code   

Country   

Phone #   

Fax #   

E-mail Address   
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